
kc ort
SMDA Summary- Special 510(k) Modified Product Labeling

Submitted by:
Arizant Healthcare Inc.

10393 West 70h Street 2 ~
Eden Prairie, MN 55344 U
Telephone: 952-947-1200

Contact person:
David Westlin
Senior Director, Regulatory Affairs and Quality Assurance

Summary date:
March 31, 2006

Device name/trade name:
Bair Pawso Temperature Management System

Common/usual name:
Hyper/Hypothermia System

Classification name:
System, Thermal, Regulating, DWJ

Equivalent marketed device:
Bair Hugger® Temperature Management System (K053645)

Device description:
The Bair Hugger family of temperature management systems consist of a portable forced-
air temperature management unit, disposable Bair Hugger forced-air blankets, and
disposable Bair Paws warming gowns.

Intended use of the device
The Bair Hugger family of temperature management systems are indicated for hyper- or
hypothermic patients or normothermic patients for whom induced hyper- or hypothermia
or localized temperature therapy is clinically indicated- In addition, the temperature
management systems can be used to provide patient thermal comfort when conditions
exist that may cause patients to become too warm or too cold. The temperature
management systems can be used with adult and pediatric patients.
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Comparison of the Technological Characteristics of the
New Device and Predicate Devices

The Bair Paws® Temperature Management System is substantially equivalent to the Bair
Hugger® Temperature Management System (K053645).

Comparison of Technological Features

Bair Paws Temperature Bair Hugger Temperature
Features Management System Management System

Method of operation The Bair Paws warming unit has The Bair Hugger warming unit
a blower motor and a heating has a blower motor and a heating
element. The warming unit element. The warming unit
delivers warmed air through a delivers warmed air through a
hose that is connected to a port in hose that is connected to a port in
a Bair Paws gown. a Bair Hugger blanket or Bair

Paws gown.
Alarms Over-temperature: color indicator Over-temperature: red light

light illuminates, heater and illuminates with audible alarm,
blower shut down. heater and blower shut down.

Areas for device use Pre-op, intensive care unit, labor Pre-op, intensive care unit,
and delivery, recovery room, operating room, labor and
emergency rooms, ships, aircraft, delivery, recovery room,
EMT vehicles, accident sites, emergency rooms, ships, aircraft,
long-term care facilities, home EMT vehicles, accident sites,
health care and other areas long-term care facilities, home
where medical professionals health care and other areas
warm patients. where medical professionals

warm patients.
Intended patient Adult and pediatric patients Adult and pediatric patients
population
Patient Position Stationary Stationary
Device positioning Can be set on table, shelf or other Can be set on table, floor, shelf or

hard surface; clamped to an IV. other hard surface; clamped to an
pole; or hung on a bed rail; or IV. pole; or hung on a bed rail.
attached to the wall using a wall
mount bracket.

Materials Plastic/metal Plastic/metal
Warming unit hose Detachable, flexible, fixed length, Detachable, flexible, fixed length,

washable, 1.5" diameter washable, 2.5" diameter
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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville MD 20850

AP2 24 O

Arizant Healthcare Inc.
c/o Mr. David Westlin
Senior Director, Regulatory Affairs and Quality Assurance
10393 Westh 70th Street
Eden Prairie, MN 55344

Re: K060865
Bair Hugger) Temperature Management System
Regulation Number: 21 CTR 870.5900
Regulation Name: Thermal Regulating System
Regulatory Class: (C;lass II (Two)
Product Code: DWJ
Dated: March 29. 2006
Rcceived: Marchi 30. 2006

l)ear Mr. Westll:

We have reviewed vour Section 510(k) prcmarket notification of intcnt to market the device
reibrenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28. 1976. the cnactment date of the Medical Device Amendments. or to
devices that have been reclassified in accordance with the provisions oftthe Federal Food. Druu.

and ('osmetic Act (Act) that do not require approval of a premarket approval application (PNIA).
You may, therelbre. market the device. subject to the general controls provisions of the Act, Ilhe
.ne ral controlIs provisions of the Act i ncltud e regqirements tb r annual ICg1stratlion1. listing of

devices. gOOd manfL~actliUring practice. labeling. and prohibitions a gainsi misbranding and
aduIltCration.

IIf our dcvice is classified (see above) ilto either class II (Special Controls) ol class Ill (! NINl:). it
ma\ be subject it) such additional controls. IExistin- major rcunlations aIflectin_ )oi11r device CanlI
be 10110nd in the ('ode of Federal Regulations. ['itle 2 1. Parts 800 to 898. In additioin I:)A mIl
publi sh I'rther annl LllnlOUcelents conicern ii I NO LI r CC i in the I deral Reu isle s.



Page 2 - Mr. David Westlin

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made a determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act's requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050.
This letter will allow you to begin marketing your device as described in your Section 510(k)
premarket notification. The FDA finding of substantial equivalence of your device to a legally
marketed predicate device results in a classification for your device and thus, permits your device
to proceed to the market.

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Office of Compliance at (240) 276-0120. Also, please note the regulation entitled,
"Misbranding by reference to prernarket notification" (2ICFR Part 807.97). You may obtain
other general information on your responsibilities under the Act from the Division of Small
Manulacturers. International and Consumer Assistance at its toll-free number (800) 638-2041 or
(301) 443-6597 or at its Internet address http://www.fda.4ov/cdrh/industrv/support/iodex.html.

Sinucerelyv yours.

. Iram D. Zutckeriman, MNI).
D)irector
l)ivision of Cardiovascular Devices
Office of Device Lvaluation
Centcr Ibr DcL ices and

Radiological I icalth

FlInc sure



Indications for Use

510(k) Number (if known): f.,f/.oz%

Device Name: Bair Hugger® Temperature Management System

The Bair Hugger family of temperature management systems consist of portable forced-air
temperature management units, disposable Bair Hugger forced-air blankets and Bair Paws®
warning gowns.

Indications For Use:

The Bair Hugger family of temperature management systems are indicated for hyper- or
hypothermic patients or normothermic patients for whom induced hyper- or hypothermia or
localized temperature therapy is clinically indicated. In addition, the temperature management
systems can be used to provide patient thermal comfort when conditions exist that may cause
patients to become too warm or too cold. The temperature management systems can be used
with adult and pediatric patients.

Prescription Use X ANI)/OR Ovcr-Thc-Co0tier Use
(Part 21 CFR 801 Subpari D) (21 (' FR 807 Subpart (C)

(PLEASE DO NOT WRITE BELOW TillS IANF-CONTIN/IJ ON ANOTHER PAGE IF
NEEDEl)

Concurrence of CDRI I, Office of LDcvice Ev1aluation (ODE)

(Division Si- -Off)
Division o; ~,~uvas ;Aar Devices

510(k) Number r , ij
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